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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 3-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schlapfer et al. (U.S. Patent No. 5,501 ,684). 

Schlapfer et al. disclose a dynamic stabilization system for stabilization 
comprising a stabilization element (FIG. 8, ref. 37) capable of spanning between at least 
two vertebrae and defining a longitudinal axis along the length of the element: at least 
two bone anchors (ref. 1e), each having a bone engagement portion (lower half); and at 
least two connectors (see FIG. 8, attachment mechanisms fixing ref. 1e to the 
stabilization element, ref. 37) for connecting a corresponding one of the bone anchors to 
the stabilization element, at least one connector including; a bearing member (ref. 51) 
attached to the stabilization element; a flexible element (ref. 2e) supported within the 
bearing member with the bone anchor extending through the flexible element, the 
flexible element contacting the bearing member substantially along the longitudinal axis 
of the stabilization element to permit relative pivoting between the corresponding bone 
anchor and the stabilization element; and an adjustment element (ref. 6e) for adjusting 
the flexibility of the flexible element. The stabilization element includes an elongated 
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spinal rod, the bearing member is a rod end bearing including a rod engagement 
portion; and the flexible element is a bearing element of the rod end bearing. The 
bearing element is received within a bearing race ( integral with ref. 51, the surface 
along circumference of the bore in which ref. 2e is placed) of the rod end bearing; and 
the adjustment element is arranged to compress the bearing element within the bearing 
race. The rod engagement portion includes a bore for receiving a portion of the spinal 
rod therein and a set screw (ref. 38e) for clamping the spinal rod within the bore. The at 
least one of the bone anchors includes a stem having a threaded portion (see FIG. 1 , 
ref. #42); the flexible element includes a bore for receiving the stem therethrough; and 
the adjustment element includes a nut engaging the threaded portion and arranged to 
compress the flexible element as the nut is threaded onto the threaded portion. The at 
least one of the bone anchors includes an intermediate portion (see FIG. 1, ref. 11) 
between the stem and the bone engagement portion, the intermediate portion 
configured to support the flexible element so that the flexible element is compressed 
between the intermediate portion and the nut when the nut is threaded onto the 
threaded portion. Another of the connectors is configured to substantially rigidly connect 
one of the bone anchors to the stabilization element (see FIG. 8, left side). The at least 
one connector including a unitary bearing member. The flexible bearing element 
mounted within the bearing race. The flexible element has a substantially spherical 
outer surface; and the bearing race defines a substantially spherical inner surface 
engaging the outer surface of the flexible element. 



Application/Control Number: 10/749,822 
Art Unit: 3733 



Page 4 



Schlapfer et al. (Patent 5,501,684) 
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Also see Figure 1 for threaded portion (ref.42) and Nut (ref. 6) 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which the subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 15-20 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable 



over Schlapfer et al. (U.S. Patent No. 5,501 ,684). 
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Schlapfer et al. discloses the claimed invention except for the bearing race being 
mounted within the bearing member (thus indicating that the bearing race is not integral 
with the bearing member). It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to construct the bearing race not being integral . 
with the bearing member, since it has been held that constructing a formerly integral 
structure in various elements involves only routine skill in the art. Nerwin v. Erlichman, 
168 USPQ 177,179. 

Response to Arguments 

Applicant's arguments filed 01/23/2007 have been fully considered but they are 
not persuasive. 

Applicant argues that the Schlapfer reference, Patent No. 5,501,684, discloses 
neither the "flexible element... to permit relative pivoting between said corresponding 
bone anchor and said stabilization element" nor the "adjustable element for adjusting 
the flexibility of said flexible element" of claim 1 . The examiner respectfully disagrees, 
and maintains that element 2 in Schlapfer corresponds to Applicants' claimed "flexible 
element" and that element 6 in Schlapfer corresponds to Applicants' claimed "adjustable 
member." While the examiner notes that element 2 of Schlapfer contacts the borehole 
31 of the connecting element 3 and is tightened by element 8 to clamp the two 
components (element 2 and connecting element 3) together, the examiner asserts that 
prior to tightening with tool 8, the spherical element 2 will permit relative pivoting 
between the bone anchor and connecting element. Also, in col. 2, line 54, the reference 
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states that the spherical element is rotatable in the borehole of the connecting element. 
Therefore, it is the examiner's opinion that the prior art meets the claimed functional 
language of being able to permit relative pivoting. Furthermore, the element 2 is can 
considered flexible because it is able to be expanded, or deformed, for example, when 
instrument element 8 is subsequently rotated to expand the element 2 into the 
connecting element 3 to lock the assembly together. Regarding Applicants' assertion 
that element 6/6e of Schlapfer is not an "adjustment element" as recited in claim 1 , the 
examiner respectfully disagrees. The element 6 threaded onto the threaded end of 
tension element 4 operates to further secure the fixation between the conical head 
section 1 1 of the fastener 1 and the tapered bore 21 of the clamping element 2. This 
can be considered as "adjusting the flexibility of said flexible element" since it is 
preventing the element 2 from becoming loose, i.e. controlling its flexibility. Also, it is 
noted that "for adjusting..." is functional, and the element 6 is capable of adjusting the 
flexibility. For example, the nut element 6 could be used in lieu of the tool 8 to tighten 
the element 2 with the connecting element 3 if one so desired. 

With regard to the statements of intended use and other functional statements, 
they do not impose any structural limitations on the claims distinguishable over the 
Schlapfer reference, which is capable of being used as claimed if one so desires to do 
so. In re Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 USPQ 458, 459 
(CCPA 1963). Furthermore, the law of anticipation does not require that the reference 
"teach" what the subject patent teaches, but rather it is only necessary that the claims 
under attack "read on" something in the reference. Kalman v. Kimberly Clark Corp., 218 
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USPQ 781 (CCPA 1983). Furthermore, the manner in which a device is intended to be 
employed does not differentiate the claimed apparatus from prior art apparatus 
satisfying the claimed structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). 

Regarding the rejection of claims 15-20 and 31 under 103(a), the examiner is 
considering the interior circumferential surface of the borehole to be the integral bearing 
race. The examiner interior circumferential surface of the borehole allows the element 2 
to rotate within (see col. 2, line 54), therefore, it would be obvious to make a non- 
integral bearing race, since it has been held that constructing a formerly integral 
structure in various elements involves only routine skill in the art. Nerwin v. Erlichman, 
168 USPQ 177, 179. In response to Applicants' argument that 

"once the components 1, 2 and 3 are locked together, there is no movement 
allowed in the Schlapfer construct. When movement is permitted in Schlapfer - 
i.e., before the construct is finally fixed within the spine - there is no bearing 
contact between the clamping element and the connecting element borehole," 
the examiner respectfully disagrees. As stated in col. 2, line 54, the element 2 (the 
clamping element) is rotatable in the borehole of element 3 (the connecting element) 
while being firmly seated. 

The rejections are deemed proper. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
• policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 




.EDUARD6 pf ROBERT 
SUPERVISORY B&TENT EXAMINER 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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